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SonoScape Ultrasound 58 Diagnostic Ultrasound System

PREMARKET NOTIFICATION 510(K) SUMMARY
MAR 12 2010

Trade Name: SonoScape Ultrasound System, S8™
With: 2P1 Phase Array, 5P1 Phase Array, 6V1 Micro-curved Array, 6V3

Micro-curved Array, EC9-5 Micro-curved Array, C611 Micro-curved
Array, C362 Curved Array, C344 Curved Array, VC6-2 Curved Array,
L743 Linear Array, L741 Linear Array, L742 Linear Array.
Common Name: Diagnostic Ultrasound System
Classification Name: Ultrasonic Pulsed Echo Imaging System, 90 IYO
Manufacturer’s Name: SonoScape Company Limited
4/F., Yizhe Building, Yuquan Road,
Nanshan, 518051, Shenzhen, China
Contact: Mr. Zhigiang Chen, Vice-president
Telephone: (86) 755-26722890
Fax: (86) 755-26722850
U.S. Agent:  Bob Leiker
Quality Regulatory Services, inc.
Dublin, A 94568
Predicate Devices:
GE Voluson 730 Diagnostic Ultrasound System and Transducers — K003525
Shenzhen Mindray DC-7 Ultrasound - K092691

Device Description: The SonoScape S8 ultrasound system is an integrated
preprogrammed color ultrasound imaging system, capable of producing high
detail resolution intended for clinical diagnostic imaging applications.

The all digital architecture with progressive dynamic receive focusing allows the
system to maximize the utility of ali imaging transducers to enhance the
diagnostic utility and confidence provided by the system. The exam dependent
default setting allows the user to have minimum adjustment for imaging the
patient, while the in-depth soft-menu control allows the advanced user to set
the system for different situations. The architecture allows cost-effective system
integration to a variety of upgrade-able options and features.
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SonoScape Ultrasound $8 Diagnostic Ultrasound System

The SonoScape S8 System is configured as a portable model. The system is
designed with the latest technology, using the same quality procedures as
ultrasound systems, which have been available in the market for years.

This SonoScape system is a general purpose, software controlled, diagnostic
ultrasound system. Its basic function is to acquire ultrasound data and display
the image in B-Mode {including Tissue Harmonic Image), M-Mode, TDI,
Color-Flow Doppler, Pulsed Doppler and Power Doppler, or a combination of
these modes, 3D/4D.

The major features of the SonoScape S8:

e 64 Channel all digital beam former

o Progressive dynamic receive focusing

e Wide band all digital demodulation

s Native frequency digital scan converter

¢ 58 can be hand carried for portable use

* Remote access image management through LAN port

e USB2.0 flash drive for image transport and software upgrade

e Support for Phase array, Linear array, and Curve Linear array probes
e Based on Linux operating system

s Support 2D B-mode, M-mode, Harmonic Image, TDI, Color, Power
Doppler, Pulse wave Doppler, CW and 3D/4D.
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SonoScape Uitrasound 58 Diagnostic Ultrasound System

The S8 uses the LCD viewing monitor. The following drawings are provided for
illustration;

Intend Use: The device is a general-purpose ultrasonic imaging instrument
intended for use by a qualified physician for evaluation of
Abdomen, Cardiac, Small Organ (breast, testes, thyroid), Heart
soft tissue, Peripheral Vascular, Musculo-skeletal (Conventional

and Superficial), Pediatric, Fetal, Cephalic, OB/Gyn and
Urology.
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; ‘/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WO66-G609
Silver Spring, MD 20993-0002

SonoScape Company Limited

% Mr. Bob Leiker

Quality & Regulatory Services

Leiker Regulatory & Quality Consulting MAR 1 2 2010
7263 Cronin Circle ‘

DUBLIN CA 94568

Re: K092922
Trade/Device Name: SonoScape S8 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550 :
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, [YO, and ITX
Dated: March 4, 2010
Received: March 8, 2010

Dear Mr. Leiker:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SonoScape S8 Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

2P1 Phased Array : €362 Curved Array

5P1 Phased Array : C344 Curved Array

6V1 Micro-curved Array ‘VC6-2 Curved Array
6V3 Micro-curved Array _ L743 Linear Array
EC9-5 Micro-curved Array L741 Linear Array

C611 Micro-curved Array 1.742 Linear Array




If your device is classified (see above) into either class I (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOQffices/CDRH/CDRHOffices/ucm 115809 . htin for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
- of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahram Vaezy at
(301) 796-6242.

Sincerely you

/)

Donald J. St.Pierre

Acting Director

Division of Radiological Devices

Office of /n Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



SonoScape Ultrasound 58 Diagnostic Ultrasound System

- Tab 3
R4 o
Indications for Use
510(k) Number (if known): K092922
Device Name: SonoScape S8 Diagnostic Ultrasound System
Indications For Use: The SonoScape S8 device is a general-purpose ultrasonic imaging -
instrument intended for use by a qualified physician for evaluation of
Abdomen, Cardiac, Small Organ (breast, testes, thyroid), Peripheral
Vascular, Musculo-skeletal (Conventional and Superficial), Pediatric,
Fetal, Cephalic, OB/Gyn and Urology.
/e
Prescription Use _V_ AND/OR Over-The-Counter
{Part 21 CFR 8§01 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) -
’ \(DWIFSTOTI Sign-Otf)
Division of Radiological Devicas
Office of In Vitro Diagnostic Device Evaluation and Safety
'I-\;J 510K KOCIQ q ‘D_;,

;o
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SonoScape Ultrasound

System:

Diagnostic Uitrasound Indications for Use Form

Sonoscape S8

Diagnostic Ultrasound Pulsed Echo System
Diagnostic Uitrasound Pulsed Doppler Imaging System

. Intended Use: Diagnostic ultrasound imaging or fluid fiow analysis of the human body as follows:

S8 Diagnostic Ultrasound System

Clinical Application Mode of Operation
General Specific Color Power Other* Other*
(TRACK 1 (TRACKS 1&3) B|M| PWD | CWD | Doppler | {Amplitude) | Combined Specify
ONLY} Doppler
Ophthalmic Ophthalmic }
Fetal Fetal N|N N N N Note 1 Notes 2, 4, 5
Imaging&
Other Abdominal N[N N N N Note 1 Notes 2,4,5
Intra-operative Specify
Intra-operative Neuro
Laparoscopic -
Pediatric N|N N N N Note 1 Notes 2,4
Small Organ (specify) N|N N N N Note 1 Notes 2,4 6
Neonatal Cephalic N|N N N N N Note 1 Notes 2,4
Adult Cephalic N|N N N N N Note 1 Notes 2,4
Trans-rectal N|N N N N Note 1 Notes 2
Trans-vaginal N|N N N N Note 1 Notes 2
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal N|N N N N Note 1 Netes 2,4
{Conventional)
Musculo-skeletal N[N N N N Note 1 Notes 2.4
{Superficial)
Intravascular
Cther {(Ob/GYN) N | N N N N Note 1 Notes 2, 4, 5
Cardiac Cardiac Adult N[N N N N N Note 1 Notes 2.3
Cardiac Pediatric N|N N N N N Note 1 Notes 2,3
Intravascular(Cardiac)
Trans-esoph.(Cardiac)
Intra-cardiac
Other (specify)
Peripheral Peripheral vessel N[N N N N Note 1 Notes 2
Vessel Cther (specify)

N = pew indication;

P = previously cleared by FDA;

E=

added under this appendix

Note 1: Other Combined includes: B/M; B/PWD; B/THI; M/Color M ; B/Color Doppler; B/Color Doppler/PWD; B/Power
Doppler/PWD

Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ ¥ AND/OR Over-The-Counter

(Part 21 CFR 801 Subpart D)
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(21 CFR 801 Subpart C)

Tab 3

Concwrrence of CDRH, Office of.]n Vitro Diagrostic Devices (OIVD)

LS

BI0K

indications For Use

({Division Sign-Off)

Division of Radiological Devices
Office of n Vitro Diagnostic Device Evaluetion and Safety -

l/\Q%Ci;:)
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SonoScape Ultrasound

Transducer:

S8 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

2P1 Phase Array

Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fuid fiow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(TRACK 1
QONLY)

Specific
(TRACKS 1 & 3)

Other*
Combined

Color Power
B"M PWD CWD Doppler (amplitude)
Doppler

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging&
Other

Fetal

Abdominal

Note 1

Noies 2

Infra-operative Specify

Intra-operalive Neuro

Laparoscopic

Pediatric

Small Organ (specify)

Neonatal Cephalic

Note 1

Notes 2

Adult Cephalic

Note 1

Notes 2

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.{non-Card)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Intravascular

Other (Ob/GYN)

Cardiac

Cardiac Adult

Note 1

Notes 2,3

Cardiac Pediatric

Note 1

Notes 2,3

Intravascular(Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other {specify)

Peripheral
Vessel

Peripheral vessel

Other (specify)

N = new indication; P = previously cleared by FDA; E = added nnder this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI; M/Color M ; B/Calor Doppler; B/Color Doppler/PWD; B/Power
Dopplet/PWD

Note 2: Tissue Harmonic Tmaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ ¥ AND/OR Over-The-Counter

(Part 21 CFR 801 Subpart D) (21 CFR 8011 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

A=

- _'IEM' o Sign-Of
Division of Radiologicat Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

k0G99 273
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SonoScape Ultrasound 58 Diagnostic Uitrasound System
Diagnostic Ultrasound Indications for Use Form

Transducer: 5P1 Phase Array
Diagnostic Ultrasound Transducer

Intended Use; Diagnostic uitrasound ir'naging or fluid fiow analysis of the human body as follows:

Clinical Application Mode of Qperation
General Specific _ Color Power Other* Other*
(TRACK 1 (TRACKS 1 & 3) BIM| PWD | CWD | Doppler | (Ampiitude) | Combined Specify
ONLY) Doppler
Ophthalmic | Ophthalmic
Fetal Fetal
Imaging&
Other Abdominal
Intra-operative Specify
Intra-operative Neuro
Laparoscopic '
Pediatric N|N N - N N Note 1 Notes 2
Small Organ (specify) .
Neonatal Cephalic NN N N N N Note 1 Notes 2
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal
{Conventional)
Musculo-skeletal
Superficial)
Intravascular
Other (Ob/GYN)
Cardiac Cardiac Adult
Cardiac Pediatric N[N N N N N Note 1 Notes 2,3
Intravascular{Cardiac)
Trans-esoph.(Cardiac)
Intra—cardiac
Other {specify)
Peripheral | Peripheral vessel
Vessel Other {specify)
N = new indication; P = previously cleared by FDA; =added under this appendix
Note |: Other Combined includes: B/M; B/PWD B/THE; M/Color iM; B/Calor Doppler B/Color DopplerfPWD B/Power
Dopplet/PWD
Note 2: Tissue Harmonic Imaging Note 3;: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ v AND/OR Over-The-Counter
{(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concarrence of CDRH, Office of In Vitro Diagnostic Devices (0IVD)

DA

{Dxvision Slgn-OHJDe
' Dwvision of Radiological Devices
Offica of In Vitro Diagnostic Device Evatuation and s.afaty

S10K. V\ Oq 929,
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SonaScape Ultrasound

Transducer:

S8 Diagnostic Ultrasound System

Diagnostic Ultrasound indications for Use Form

6V1 Micro-curved Array

Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(TRACK 1
ONLY)

Specific
{TRACKS 1 & 3)

PWD

cwD

Color
Doppler

Power
{Amplitude)
Doppler

© Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging&
Other

Fetal

Abdominal

Intra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectat N|N N N N Note 1 Notes 2

Trans-vaginal N|N N N N Note 1

Notes 2

Trans-urethral

Trans-esoph.{non-Card)

Musculo-skeletal
{Conventional)

Musculo-skeletal
‘(Superficial)

Intravascular

Other (Ob/GYN)

Cardiac Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

Peripheral Peripheral vessel

Vessel Other (specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Note |: Other Combined includes: B/M; B/PWD: B/THI; M/Color M; B/Color Doppler; B/Color Dopplert/PWD; B/Power
Doppler/PWD

Note 2: Tissue Harmonic linaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ Y AND/OR Over-The-Counter

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OTVID)
{Division Sigrrom
Division of Radiological Devices
Office of In Vitro Diagnostic Devica Evaluation and Safaty

s R0 90999

¢
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SonoScape Ultrasound 58 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer. 6V3 Micro-curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation :
General Specific Color Power Other Other*
{(TRACK 1 (TRACKS 1 & 3) B(M| PWD | CWD | Doppler | (ampiitude) | Combined Specify
ONLY) Doppler
Ophthalmic Ophthalmic
Fetal . Fetal
Imaging&
Other Abdominal
Intra-operative Specify
Intra-operative Neuro
Laparoscopic
Pediatric
Small Organ (specify)
Neonatal Cephalic
Aduit Cephalic
Trans-rectal N|N N N N Note 1 Notes 2
Trans-vaginal N|N N N N Note 1 Notes 2
Trans-urethral
Trans-esoph.{non-Card)
Musculo-skeletal
Conventional)
Musculo-skeletal
Superficial)
Intravascular
Other (Ob/GYN)
Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular(Cardiac) »
Trans-esoph.(Cardiac)
Intra-cardiac
Other (specify)
Peripheral Peripheral vessel
Vessel Other (specify)
N = new indication; P = previously cleared by FDA; ) ' E = added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI; M/Color M; B/Color Doppler; B/Color Doppler/PWD: B/Power
Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _y ' AND/OR Over-The-Counter
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRII, Office of In Vitrp-Biagnostic Devices (OTVD)

[Drvision Sign-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o A0%92929
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SonoScape Ultrasound

Transducer:

58 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

EC9-5 Micro-curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(TRACK 1
ONLY)

Specific
{TRACKS 1 & 3)

Other*
Combined

Other*
Specify

Color Power
Doppler | (Amplitude)
Doppler

PWD | CWD

Ophthalmic

Ophthalmic

Fetal
Imaging&
Other

Fetal

Abdominal

Intra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Note 1 Notes 2

Trans-vaginal

Note 1 Noles 2

Trans-urethral

Trans-esoph.(non-Card)

Musculo-skeletal
{Conventional)

Musculo-skeletal
(Superficial)

Intravascular

Other (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.{Cardiac}

Intra-cardiac

Other (specify)

Peripheral
Vessel

Peripheral vessel

Other (specify)

N = new indication;

P = previously cleared by FDA;

E = added under this appendix

Note 1: Other Combined includes: B/M; B/PWD; B/THI; M/Color M; B/Color Doppler; B/Color Dopplet/PWD; B/Power
Dopplet/PWD

Note 2: Tissue Harmonic Imaging Note 3: TDH Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ v AND/OR Over-The-Counter

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(21 CFR 801 Subpart C)

Tab 3

Concurrence of CDRH, Office of l; Vitro ?ostic Devices (OIVD)

{Division Sign-Otf)
Division of Radiological Devices
- Office of In Vitro Diagnostic Device Evaluation and Safety

x_R092902
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SonoScape Ultrasound 58 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: C611 Micro-curved Array

Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{TRACK 1
ONLY)

Specific
(TRACKS 1 & 3)

Color

PWD | CWD | Doppler

Power
{Amplitude)
Doppler

Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
imaging&
Other

Fetal

Abdominal

Note 1

Notes 2

Intra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Note 1

Notes 2

Small Organ (specify)

Neonatal Cephalic

Note 1

Notes 2

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.{non-Card)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superiicial)

Intravascular

Other (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Note 1

Notes 2,3

Intravascular(Cardiac)

Trans-esoph.{Cardiac)

Intra-cardiac

Other (specify)

Peripheral
Vessel

Peripheral vessel

Other (specify)

N = new indication;

P = previously cleared by FDA;

Note I: Other Combined includes: B/M; B/PWD; B/THI; M/Color M; B/Color Doppler; B/Color Doppler/PWD: B/Power
Doppler/PWD

E = added under this appendix

Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ v AND/OR Over-The-Counter ____

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQTHER PAGE IF NEEDED)

(21 CFR 801 Subpart C)

Tab 3

Concurrence of CDRH, Office uf[{ Vitro 2gnostlc Devices {OIVD)

(Division Sign-Off

Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K

A099992

Indications For Use

Page 8 of 14




SonoScape Ultrasound 58 Diagnostic Ultrasound System
Diagnostic Ultrasound Indications for Use Form

Transducer: C362 Curved Array

Diagnostic Ultrasound Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{TRACK 1
ONLY)

Specific
(TRACKS 1 & 3)

PWD | CWD

Color
Doppler

Power
(Amplitude)
Doppler

Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging &
Other

Fetal

N

Note 1

Notes 2,4

Abdominal

N

Note1

Notes 2,4

Intra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Small Organ {specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card)

Musculo-skeletal
{Conventional)

Musculo-skeletal
Superficial)

Infravascular

Other (Ob/GYN) N|N N N N Note1 Notes 2.4

Cardiac Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

Peripheral Peripheral vessel

Vessel Other (specify)

N = new indication; P = previously cleared by FDA; E = added under this appeodix

Note t: Other Combined includes: B/M; B/PWD; B/THI; M/Color M; B/Color Doppler; B/Color Doppler/PWD; B/Power
Doppler/PWD

Note 2: Tissue Harmonic Imaging

Note 6: Small Organ: breast, thyroid, testes

Note 3: TDI Note 4: 3D Note 5: 4D

Prescription Use __ ¥ AND/OR Over-The-Counter
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitrg-Biagnostic Devices (QTVD)

{Division Sign-Otf)
Division of Radiclogical Devices
Offica of In Vitro Diagnostic Device Evaluation and Safety

o 13099992

Tab 3 . Indications For Use
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SonoScape Ultrasound | S8 Diagnostic Ultrasound System
Diagnostic Ultrasound indications for Use Form

Transducer: C344 Curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific Color Power Other* Other*
{TRACK 1 {TRACKS 1 & 3) B |M|PWD | CWD | Doppler | (Amplitude) | Combined Specify
ONLY) Doppler

Ophthalmic Ophthalmic

Fetal Fetal I N|N N N N Note 1 Notes 2, 4
imaging&

Other Abdominal N|N N N N Note 1 Notes 2, 4

Intra-operative Specify

Intra-operative Neurg

Laparoscopic

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.{non-Card)

Musculo-skeletal
{Conventional)

Musculo-skeletal
{Superficial}

Intravascular

Other (Ob/GYN) N|N N N N Note 1 Notes 2 4

Cardiac Cardiac Adult

Cardiac Pediatric

Intravascular(Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

Peripheral Peripheral vesse!

Vessel Other (specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix

Note |: Other Combmed includes: B/M; B/PWD; B/THI; M/Color M; B/Color Doppler; B/Color Doppler/PWD; B/Power
Doppler/PWD

Note 2: Tissue Harmonic Imaging Note 3: TDJ WNote 4: 3D Note 5: 4D

Note 6: Small Organ: breast, thyroid, testes

Prescription Use __Y AND/OR Over-The-Counter
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Dlgmc Devices (OIVD)

(Division Sign-Off)
Division of Radiological Devices
Office of in Vitra Olagnostic Device Evatuation and Safaty

510K /'<OQQQQ '9‘

Tab 3 Indicattons For Use Page 10 of 14




SonoScape Utrasound

Transducer:

Diagnostic Ultrasound indications for Use Form

VC6-2 Curved Array
Diagnostic Ultrasound Transducer

58 Diagnostic Uitrascund System

Intended Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{TRACK 1
ONLY)

Specific
(TRACKS 1 & 3)

PWD

CWD

Color
Doppler

Power
(Amplitude)
Doppler

Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging &
Other

Fetal

N

Note 1

Notes 2,45

Abdominal

N

Note 1

Notes 24,5

Infra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephatic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card)

Musculo-skeletal
Conventional)

Musculg-skeletal
(Superficial)

Intravascular

Other (Ob/GYN)

Note -1

Notes 2,45

Cardiac -

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other (specify)

Peripheral
Vessel

Peripheral vessel

Other {specify)

N = new indication;

P = previously cleared by FDA;
Note |: Other Combined inciudes: B/M; B/PWD, B/THI; M/Color M ; B/Colcu Doppler; B/Color Doppler/PWD; B/Power
Dopplet/PWD

E = added under this appendix

Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Mote 6: Small Organ: breast, thyroid, testes
Prescription Use _ AND/OR Over-The-Counter

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Tab 3

Concurrence of CORH, Office of In Vitro

fagqostic Devices (OTVD)

{Division Sign-Off)

Division of Radiological Dovices
Office of In Vitio Diagnositic Device Evaluation and Safoty

o A0G290

Indications For Use

Page 11 of 14

(21 CFR 801 Subpart C)




SonoScape Ultrasound 58 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: L743 Linear Array

Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Motdle of Operation

General
{TRACK 1
ONLY)}

Specific
(TRACKS 1 & 3)

PWD

CWD

Color
Doppler

Power
{Amplitude)
Doppler

Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging&
Other

Fetal

Abdominal

Intra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Small Organ (specify) N|N N - N N Note 1 Notes 2, 4

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card}

Muscule-skeletal NN N N N

Note 1
{Conventignal) X

Notes 2, 4

Musculo-skeletal N|N N N N
(Superficial) )

Note 1 Notes 2, 4

Intravascular

Other (Ob/GYN)

Cardiac Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.{Cardiac)

infra-cardiac

Other (specify)

Peripheral Peripheral vessel NN N . N N Note 1. Notes 2, 4

Vessel Other (specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI; M/Color M ; B/Color Doppler; BfColor Doppler/PWD; B/Power
Doppler/PWD

Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ AND/OR Over-The-Counter

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

__(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

-Concurrenee of CDRH, Office of In Vitre Diagnostic Deviees (0TVD)

*(Division Sign-Off
Division of Radivlogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

s 092992

Tab 3 Indications For Use Page 12 of 14




o

SonoScape Ultrasound

£8 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: L741 Linear Array

Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
{TRACK 1
ONLY)

Specific
{TRACKS 1 & 3)

Color

PWD | CWD | Doppler

Power
{Amplitude)
Doppler

Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging&
Other

Fetal

Abdominal

Infra-operative Specify

Intra-operative Neuro

Laparoscopic

Pediatric

Small Organ (specify)

Note 1

Notes 2, 4

Neonatal Cephalic

Aduli Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-escph.(non-Card)

Musculo-skeletal
{Conventional)

MNote 1

Notes 2, 4

Musculo-skeletal
{Superficial)

Note 1

Notes 2, 4

Intravascular

Other (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra-cardiac

Other {specify}

Peripheral
Vessel

Peripheral vessel

N|N N N

Note 1

Notes 2, 4

Other (specify)

N = new indication;

P = previonsly cleared by FDA; . _ 1
Note |: Other Combined includes: B/M; B/PWD; B/THIL; M/Color M; B/Color Deppler; B/Color Doppler/PWD; B/Power
Doppler/PWD .

E = added under this appendix

Note 2: Tissue Harmonic imaging Note 3: TDI Mote 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ AND/OR Over-The-Countet

(Part 21 CFR 801 Subpart D)
(PLEASE DO NQT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(21 CFR 801 Subpart C)

Tab 3

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

S, P

{Diision Sign-Ot
Division of Radiological Devices

Office of in Vitro Diagnostic Device Evaluation and Sefety

s R0G2907)

Iindications For Use

Page 13 of 14
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SaneScape Ulirasound

Transducer:

Diagnostic Ultrasound Indications for Use Form

L742 Linear Array

58 Diagnostic Ultrasound System

Biagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General
(TRACK 1
ONLY)

Specific
(TRACKS 1 & 3}

Color

M| PWD | CWD | Doppler

Power
{Amplitude)
Doppler

Other*
Combined

Other*
Specify

Ophthalmic

Ophthalmic

Fetal
Imaging&

Fetal

Other

Abdominal

Intra-operative Specify

intra-operative Neurg

Laparoscopic

Pediatric

Small Organ (specify)

Note 1

Notes 2, 4

Neonatal Cephalic

| Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card)

Musculo-skeletal
{Conventional)

Note 1

Notes 2, 4

Musculo-skeletal
{Superficial)

Note 1

Motes 2, 4

Infravascular

Other (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular{Cardiac)

Trans-esoph.{Cardiac)

Intra-cardiac

Other (specify)

Peripheral

Peripheral vessel

N

N N N

Note {

Notes 2, 4

Vessel

Other (specify)

N = new indication;

Note 1: Other Combined inclu‘dcs: B/M; B/PWD; B/THI, M/Color M; B/Color Doppler; B/Color

P = previously cleared by FDA;

E = added under this appendix
Doppler/PWD; B/Power

Dopplet/PWD :
Note 2: Tissue Harmonic Imaging Note 3: TDH Note 4: 3D Note 3: 4D
Note 6: Small Organ: breast, thyroid, testes
Prescription Use _ AND/OR Over-The-Counter _

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(21 CFR 801 Subpart C)

Tab 3

Concurrence of CDRH, Office of In Viiro Diagnostic Devices (OIVD)

Sy ES

(Division Sign-Otf)
Division of Radiological Devices:

OﬂieeothmoDiagnosﬁcDeviceEvaluaﬁonandsaety

oo A0G0G9

Indications For Use
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